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s. Describe event or probiem

Q a 71 year old Caucasian female patient
eived Aricept therapy for the treatment

of Dementia.

Approx: Dec//98: The pPatient began Aricept

therapy at an unreported dosage.

Jan/17/99 . The patient took an overdose of
Aricept therapy and acetaminophen . The
patient wasg found unresponsive s comatose by

Patient wasg taken to the emergency room of a
ﬁgocal hospital Emergency Services
'approximately 1:00 PM and became minimally
responsive but confused. Approximately 3
:00 PM the patient‘s AST was 79 UI/L and
ALT was normal, The patient had a heart
rate in the 50'g with normal QRS waves .
Acetaminophen level was 380 mcg/ml . A

A Pseudocholinesterase level 1842 U/L (Ref
Range 1900-3800 u/L).

cont
6. Relevase testslaboratory data, inctuding dases

Jan/17/99:

AST = 7901 {elevated)

ALT= Normal

AceCdminophen level was 380 mcg/ml
approximately 3 hours after the patient was
found.

Cholinesterase level 7410 u/L (ref Range
5300-~10, 000 u/L)

Pseudocholinesterase level 1842 U/L (Ref
Range 1900-3800 usL)

cont
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¢t ARICEPT (DONEPEZ IL)

L] TYLENOL(PARACETAMOL)

2. Dou,ruquency & route used

#NA (1 in 1 D), Per
oral

2 NA,Per oral
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No concomitant drugs reported
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Continuation Sheet for FDA-3500A Form MIr. report # ; A001-002-002999

Date of this report : 01/29/99
Page 2 of 2
B. Adverse event or product problem .

» ':_3.5 Describe event or problem (Cont...)

"Jan/18/99: A health care Professional from the Poison control center contacted the company .
Cho}inesterase level 8312 u/L. Pseudocholinesterase level was 1954 u/L (Ref Range 1900-3800
usL).

Jan/19/99; Follow-up with the health care professional reveals the patient remains confused
but responsive; it is not known if the patient took an intentional overdose . The patient
is receiving Mucomyst (acetylcysteine) for the treatment of acetaminophen overdose. The
patient’s ALT and AST were both "under 100. -

Jan/20/99: Resident Physician was contacted in follow-up, he indicated the pactient remaing
responsive but demented. He indicated that the family feels the patient has not returned to
baseline cognition, He indicated that he felt she was probably at baseline as the family was
not in close contact with the patient at all times. The patient's bradycardia has resolved
and heart rate is in the 80’s. AST level was 33 UI/L and the ALT was 72 UI/L.

ADDITIONAL INFORMATION RECEIVED: JAN/28/99: '

The resident physician at the Poison Control Center of The University of S s
contacted in fo low-up. ’

Jan/21 or 22/99: Another cholinesterase level was drawn . results pending.

Jan/22/99: The patient wasidischarged form the hospital. At the time of discharge the i
patient was more alert and brighter but remained demented with cognitive deficits, which the'
physician felt was probably her baseline. ‘ ) s

B% Helevant tests/laboratory data, including dates (Cont...)

Jan/18/99:
Cholinesterase level 8312 u/L
Pseudocholinesterase level 1954 uy/L

Jan/19/99:
AST and ALT = < "100°

Jan/20/99:
AST 33 1u/L
e ALT 72 UL /L

an/21/or'22/99: Cholinesterase level drawn: results pending.

C. Suspect medication (Cont...)

Seq No. :1 -
C.1 Suspect medication : ARICEPT (DONEPEZIL)
C2 Dose, frequency & route used :2) NA, Per oral
C.J'l'henpyDlm(ordundon) :2) 01/17/99 -~ 01/17/99
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